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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
10/17/2008 has been entered. 

Acknowledgments 

1 . This office action is in response to the reply filed on 1 0/1 7/2008. 

2. In the reply, the Applicant amended claims 1,3, 10, 13, and 23. 

3. Claims 24-35 were previously withdrawn. 

4. Thus, claims 1-4, 6-23 are pending for examination. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 1-4, 6-11, 13, 19-22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Brinon (5879336) in view of Kulle (4346704) in further view of 
Beauvais et al (5876379). 
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7. Brinon discloses a sterile sheath (13; Fig 4) comprising: a sealed casing (13; 
wherein Webster's defines a seal as "something that confirms, ratifies, or makes 
secure" and "a closure that must be broken to be opened" and thus, the casing (13) is 
sealed by the cover (20) such that the cartridge is secured inside the casing; 
additionally, see Response to Arguments discussion below) made of plastic, the casing 
including an output connection piece (13), wherein the output connection piece includes 
a valve (2, Fig 1-3) whose direction of flow is exclusively from an injection syringe to the 
exterior, wherein an interior (Fig 1-8) of the sterile sheath is configured to receive the 
entire injection syringe, and wherein the output connection piece is configured to be 
connected to the syringe (Fig 3,11,10); wherein an outer region (1 2a) of the output 
connection piece is configured to receive a medical device, and wherein the medical 
device is one of a needle, an adapter, a multiport valve, and an infusion bottle (col 2, Ins 
50-52); wherein the sealable casing is at least partially transparent (col 3, Ins 24- 
28);wherein the valve is one of a non-return valve (2); wherein the output connection 
piece includes a cone-shaped recess (10, 9; Fig 3) configured to receive a syringe cone 
of the injection syringe; wherein the output connection piece includes a hollow body (13) 
configured to receive a cylindrical section of the injection syringe; wherein the hollow 
body has a cylindrical shape (13; Fig 1-8); wherein the output connection piece 
includes, on an end opposite from the valve, an annular plate (22); the sealable casing 
further comprising a pressure pocket (20) configured to connect to the output 
connection piece; further comprising a sealing element (Fig 1 , 6-8) to seal between the 
output connection piece and the pressure pocket; wherein the output connection piece 
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includes a section configured as a cone (inner annular projection inside luer lock 12a - 
Figs 1 , 3) to receive a cone-shaped recess of the medical device; wherein the output 
connection piece and the medical device are connected by means of a swivel closure 
(12a); wherein the swivel closure is a screw thread (12a). 

8. However, Brinon does not expressly disclose wherein the output connection 
piece includes as least on radial discharge aperture sealable by means of an elastic ring 
element, wherein the elastic ring element is a tubular ring element, which encloses a 
portion of the output connection piece. 

9. Kulle teaches that it is known to have the output connection piece includes as 
least on radial discharge aperture sealable by means of an elastic ring element, wherein 
the elastic ring element is a tubular ring element, which encloses a portion of the output 
connection piece (48, 40; Fig 2) for the purpose of a one-way valve with low residual 
volume so that critical medications may be administered in precise quantities with less 
waste while also providing higher flow rates at lower pressures (col 2, Ins 17-24). It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to modify the uni-directional valve as taught by Brinon with the unidirectional 
valve being a radial discharge aperture sealable by means of a tubular elastic ring 
element as taught by Kulle for the purpose of providing a one-way valve with low 
residual volume so that critical medications may be administered in precise quantities 
with less waste while also providing higher flow rates at lower pressures (col 2, Ins 17- 
24). 
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1 0. However, Brinon in view of Kulle do not expressly disclose the output connection 
piece having an upper end with a portion extending radially outward from the body and 
configured to coextend with a flange of an injection syringe, and the radially outward 
extending portion is an annular plate having an oval aperture. 

1 1 . Beauvais et al teaches that it is known to have the output connection piece 
having (12) an upper end with a portion extending radially outward from the body (18) 
and configured to coextend with a flange (38) of an injection syringe, and the radially 
outward extending portion is an annular plate (18) having an oval aperture (38, 18; Figs 
1-2) for the purpose of holding the syringe within the outer sleeve and preventing 
disconnection from the cannula during use (Summary). It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify the 
upper end portion as taught by Brinon in view of Kulle with radially outward extending 
portion with connection to a syringe flange as taught by Beauvais et al for the purpose 
of holding the syringe within the outer sleeve and preventing disconnection from the 
cannula during use (Summary). 

12. Claim 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over Brinon 
in view of Kulle in further view of Beauvais et al. Brinon in view of Kulle in further view 
of Beauvais et al discloses the invention substantially as claimed except for expressly 
disclosing the output connection piece being formed by injection molding. It would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to modify the output connection piece as taught by Brinon in view of Kulle and Beauvais 
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et al with an output piece made by injection molding since it was well known in the art 
that injection molding is used to provide rigid plastic parts for medical devices. 

13. Claims 14-16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brinon in view of Kulle in further view of Beauvais et al. Brinon in view of Kulle and 
Beauvais et al discloses the invention substantially as claimed except for expressly 
disclosing wherein the pressure pocket is formed by injection molding, by a dipping 
method, or by means of extrusion-blow molding. At the time the invention was made, it 
would have been an obvious matter of design choice to a person of ordinary skill in the 
art to have the pressure pocket formed by injection molding, by a dipping method, or by 
means of extrusion-blow molding because the Applicant has not disclosed that having 
the pressure pocket formed by injection molding, by a dipping method, or by means of 
extrusion-blow molding provides an advantage, is used for a particular purpose, or 
solves a stated problem. Furthermore, one of ordinary skill in the art would have 
expected the Applicants invention to perform equally well with the pressure pockets of 
Brinon in view of Kulle and Beauvais et al because the pressure pockets perform 
substantially the same function in substantially the same manner. Furthermore, claims 
14-16 are directed to a product by process and it has been held that the patentability of 
the product does not depend on its method of production (see MPEP 21 12.02). 
Therefore, it would have been an obvious matter of design choice to modify Brinon in 
view of Kulle and Beauvais et al to obtain the invention as specified in claims 14-16. 

14. Claim 17-18 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brinon in view of Kulle in further view of Beauvais et al and in additional view of Riuli 
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(471 3060). Brinon in view of Kulle in further view of Beauvais et al additionally 
discloses wherein the shoulder piece includes a snap-in lug (14) configured to engage a 
snap-in lug (18) on an annular plate of the output connection piece. However, Brinon in 
view of Kulle and in further view of Beauvais et al does not expressly disclose wherein 
the pressure pocket includes a shoulder film-like plastic hood. Riuli teaches that it is 
known to have wherein the pressure pocket includes a shoulder film-like plastic hood 
(40) for the purpose of providing a flexible cover flexible enough to allow movement of 
the plunger while acting as a barrier for helping to blow the transfer of fluid and 
particulate matter between the chamber and the environment (Abstract). It would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to modify the pressure pocket as taught by Brinon in view of Kulle and Beauvais et al 
with the film-like plastic as taught by Riuli for the purpose of providing a flexible cover 
flexible enough to allow movement of the plunger while acting as a barrier for helping to 
blow the transfer of fluid and particulate matter between the chamber and the 
environment (Abstract). 

15. Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over Brinon in 
view of Riuli, in further view of Beauvais et al, and in further view of Kulle. Brinon and 
Riuli and Beauvais et al disclose the invention substantially as claimed except for 
wherein the output connection piece further includes at least one radial discharge 
aperture sealable by means of an elastic ring element. Kulle teaches that it is known to 
have at least one radial discharge aperture (48) sealable by means of an elastic ring 
element (40) for the purpose of providing uni-directional flow with a low residual valve 
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size (see Disclosure of Invention). It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify the one-way valve as taught 
by Brinon and Riuli and Beauvais et al with the radial aperture and elastic ring valve as 
taught by Kulle for the purpose of providing uni-directional flow with a low residual valve 
size (see Disclosure of Invention). 

Response to Arguments 

2. Applicant's arguments with respect to claims 1-4, 6-23 have been considered but 
are moot in view of the new ground(s) of rejection. 

Conclusion 

3. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO-892 Form. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANDREW M. GILBERT whose telephone number is 
(571)272-7216. The examiner can normally be reached on 8:30 am to 5:00 pm Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Andrew M Gilbert/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 



Supervisory Patent Examiner, Art Unit 3767 



